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THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
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DETAILED ACTION 

Applicant's amendment received on 12/4/03 has been entered. Claims 1 and 6-9 
have been amended. Claim 10 has been cancelled. New claims 1 1-21 have been 
added. Claims 1-9 and 1 1-21 are pending and are under current consideration. 

Claim Rejections - 35 USC § 101 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

Claims 1-9 and 1 1-21 are rejected under 35 U.S.C. 101 because the claimed 
invention is directed to non-statutory subject matter. The previous rejection is 
maintained for the reasons of record advanced on page 2 of the Office action mailed on 
8/26/03. 

Applicant's arguments filed on 12/4/03 have been fully considered but they are 
not persuasive. Applicants have amended the claims to the extent that the animal 
model system comprises a canine test subject. Applicants submit the newly presented 
claim amendments overcome the instant rejection. See page 7 of the amendment. 

In response, the Examiner maintains the scope of the claims still embraces 
humans. The claims are directed to an animal model system comprising a canine test 
subject. The open language of the claims embraces not only canines but also other 
animals including humans. In other words the term "comprises" does not limit the 
claims to only canines. Given the open language of the claims a reasonable 
interpretation of such would include other animals as well. Thus, it is maintained a 
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human being is non-statutory subject matter. As such, the recitation of the limitation 
"non-human" would be remedial for the claims. See 1077 O.G. 24, April 21, 1987. 
Accordingly, the previous rejection is maintained for the reasons of record. 

Claim Rejections - 35 (JSC § 112, 1^^ paragraph 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of 
nfiaking and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1-9 and 1 1-21 are rejected under 35 U.S.C. 1 12, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains subject 
matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application 
was filed, had possession of the claimed invention. The previous rejection is 
maintained for the reasons of record advanced on pages 2-4 of the Office action mailed 
on 8/26/03. 

Applicant's arguments filed on 12/4/03 have been fully considered but they are 
not persuasive. Applicants have amended the claims to the extent that the animal 
model system comprises a canine test subject. Applicants submit the newly presented 
claim amendments overcome the instant rejection. See page 8 of the amendment. 

In response, the Examiner maintains the scope of the claims still embraces 
animals other canines. The claims are directed to an animal test system comprising a 
canine test subject. The open language of the claims embraces not only canines but 
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other animals as well. In other words the term "comprises" does not limit the claims to 
only canines. Given the open language of the claims a reasonable interpretation of 
such would include other animals as well. 

Claim 2 is rejected under 35 U.S.C. 112. first paragraph, as failing to comply with 
the written description requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to reasonably convey to one skilled in 
the relevant art that the inventor(s). at the time the application was filed, had possession 
of the claimed invention. The previous rejection is maintained for the reasons of record 
advanced on pages 5-6 of the Office action mailed on 8/26/03. 

Applicant's arguments filed 12/4/03 have been fully considered but they are not 
persuasive. Applicants argue the term neurotrophic vector embraces neurotrophic 
chemicals, substances, or hormones. Applicants further argue the skilled artisan would 
have been aware of other neurotrophic vectors as well as their structural and functional 
relationships. Applicants refer to neurotrophins. of which nerve growth factor (NGF) is a 
species, as examples of neurotrophic vectors. Applicants submit species of 
neurotrophins are conventional in the art. See pages 8-10 of the amendment. 

In response, the Examiner maintains the specification has described NGF but 
has not described neurotrophic vectors. NGF is a growth factor that is a neurotrophin. 
However, a neurotrophic vector Is correctly interpreted to embrace a DNA sequence 
that is a vehicle for transferring a gene. A neurotrophic vector could comprise a gene 
encoding a neurotrophin. such as NGF. It is maintained, based on such an 
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interpretation, the specification has not provided a description for neurotrophic vectors 
as embraced by the claims. It is further maintained there is no evidence of record of a 
relationship between the structures of any neurotrophic vectors and nerve growth factor 
that would provide any reliable information about the structure of the neurotrophic 
vectors within the genus. Finally, it is maintained there is no evidence of record that 
nerve growth factor had a known structural relationship to neurotrophic vectors; the 
specification discloses only nerve growth factor for use in the claimed invention. 
Accordingly, the rejection is maintained for the reasons of record. 

Claim Rejections - 35 USC § 112, 2""^ paragraph 
The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 6-7, 13-14, and 18-19 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. The previous rejection of 
claims 6-7 is maintained for the reasons of record advanced on page 7 of the Office 
action mailed on 8/26/03. 

Applicant's arguments filed 12/4/03 have been fully considered but they are not 
persuasive. Applicants submit the instant specification provides guidance as to relevant 
ICD therapies for prevention and treatment of cardiac arrhythmias. See pages 10-1 1 of 
the amendment. 
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In response, the Examiner maintains the claims are indefinite as written. It is 
maintained the specification has not defined techniques applied by an ICD. As such it is 
not known what is meant by techniques applied by an ICD. Applicants have argued that 
ICD therapies have been exemplified by the instant specification. However, it appears 
that ICD therapies are not the same as techniques applied by an ICD. The specification 
has discussed that an ICD can provide cardioversion or defibrillation pulses as a 
therapy but remains unclear as to what is a "technique" applied by an ICD. 

Accordingly, the previous rejection is maintained for the reasons of record. 

The following are new grounds of rejection necessitated by the addition of the 
new claims: 

Claims 13-14 and 18-19 are indefinite as written. The claims embrace an ICD 
that further applies techniques to prevent the occurrence of further arrhythmias. The 
claim is unclear because neither the specification nor the art of record define techniques 
applied by an ICD. As such it is not known what is meant by techniques that are 
applied by an ICD. Clarification is required. 

Conclusion 

No claim is allowed. 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly. THIS ACTION IS MADE FINAL. See MPEP 
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§ 706.07(a). Applicant is renriinded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 
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examiner(s) should be directed to Peter Paras, Jr., whose telephone number is (571) 
272-0732. The examiner can normally be reached Monday-Friday from 8:30 to 4:30 
(Eastern time). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Amy Nelson, can be reached at 571-272-0804. Papers related to this 
application may be submitted by facsimile transmission. Papers should be faxed via the 
PTO Fax Center located in Crystal Mall 1 . The faxing of such papers must conform with 
the notice published in the OfTicial Gazette. 1096 OG 30 (November 15. 1989). The 
CM1 Official Fax Center number is (703) 872-9306. 

Inquiries of a general nature or relating to the status of the application should be 
directed to Dianiece Jacobs whose telephone number is (571) 272-0532. 
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